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Mr. Robert S. Rister 
, 

1 t Consultant to Organix South, Inc. 
‘1, 1 .t 

L I 
, ” 

6290-B 147th Avenue North , 
Clearwater, Florida 33760 t 

’ . Dear Mr. Rister: I 

This is in response to your letter of April 22,2005 to the Food and Drug Administration 
(FDA) pursuant to 21 U.S.C., 343(r)(6) (section 403(r)(6) of the Fedem ‘Food, Drug, and 
Cosmetic Act (the Act)). Your letter states that the following statements, among others, 
will be made for the product Narsimha: “Heart Cholesterol Support” and “‘[S]upport 
healthy LDL.. . levels.. . .” I ‘ 

In the preamble to the January 6,200O final rule on stnicturelifiuiction claims (see 65 FR 
1000 at 10 18), FDA stated that claims about the maintenance of normal, cholesterol levels 
did not necessarily constitute implied disease claims. We stated, however, that because 
“many people think of cholesterol solely in terms of the negative role of elevated 
cholesterol in heart disease,” in order to avoid implying that the product prevents or treats 
heart disease, a cholesterol maintenance claim would have to clarify that the product is 
only for maintenance of cholesterol levels that are already within the normal range. 
Therefore, because the claims you are making for this product represent that the product 
is intended to affect blood cholesterol but do not also include statements about it being 
intended to affect blood cholesterol that is already in the normal range, they are implied 
disease claims. 

Your product label also contains the statements “[H]elping the arteries remain flexible” 
and “[Kleeps the white blood cells known as granulocytes from, upsetting baXance in the 
lining of the arteries.” Jq light of the claims made about cholesterol and heart health, 
these claims are implied disease claims in that they imply the product will also prevent 
coronary heart disease. 

21 U.S.C. 343(r)(6) makes clear that a statement ineluded in labeling under the authority 
of that section may not claim to diagnose, mitigate, treat, dure, or prevent a specific 
disease or class of diseases. The statements that you are making for this product suggest 
that it is intended to treat, prevent, or mitigate a disease. These claims do not meet the 
requirements of 21 U.S.C. 343(r)(6). These claims suggest that this product is intended 



,for,use;as a chug within the m+ning,of,21 USC. 32l~~)~l~~~)~~~d~~at it is subject to 
regulation urrder the drug pro+ions of the Act. Xf you +nten$ to make, ckms: of $his , 
nature, you should contact FDA’s Center for Drug Evaluation and Resemc& (CDER), ’ 

’ 5 Office of Compliance, RFD-3 IO,, Montrose Metro ,II, F1919 Rockville P&e, Rockville, 
I’ ?&ryland 20855. 4 

1 1 

Please contact us if we may be of further assistance. b , ~ 

( Sincerely yours, ’ ( I I ‘, , I I 

Susan J. Walker, &.D. ’ 
Director 
Division of Dietary Su~erno~t Programs 
Office of Nutritional Products, Labeling 

and Dietary Supplements 
Center for Food Safety I 

and Applied Nutrition 8 

‘Copies: 
FDA, Center for Drug Evaluation and Research, Office of Comphan~e, HFD-3 10 ( 
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of 
Enforcement, HFC-206 2 : 
FDA, Florida District O@ice, Office of Compliance, HFP-SE240 
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organi&south, Inc. 

6290-k 147th Avenue North 
Clearwater, FL 3376b 1 , 

Phone: 727-531-8801 ’ 
Fax: 725-53 l-8807 

Emk: Rob@organixsouth.com , 

Office of Special Nutritionals (HFS-450) 
f I Center for Food Safety and: Applied Nutrition ‘I, 6 I’ (I “I, I,Food and Drug Administration 

’ 200 c St. SW I 
Washington, DC 20204 

NOTICE OF DESCRIPTIVE CLAIMS 
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Enclosed herewith are texts of descriptive claims ‘made, by Organix South on or after 
April 22,2005: 

AJAY 
ANITA 
JL4MA 
MANISH 
NARSIMHA 
NARTANA 
NEEM 
NIRMAL 
NISHA 
PAVAN 
SAHANA 
THERA NEEM 
THERA NEEM LEAF 
USHA 
VIJAY 

Text of statement, name of supplement, identification of manufaacturer, and contact 
information for each product are included on its sheet. I certify that these exhibits are 
accurate copies of the originals and that the firm has acquired substation that statements 
therein are truthful and not misleading. 

Rbbert S. Rister 
Consultant to Organix South, Inc. 
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